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[6560-01] 

Title  40 — Protection  of  Envirowowt 

CHAPTER  I— ENVIRONMENTAL 
PROTECTION  AGENCY 

SUBCHAPTEIt  R— TOXIC  SUBSTANCES 
CONTROL 

[OTS-0840Q1;  FRL  912-1] 

PART  730— HEALTH  AND  SAFETY 
STUDY  REPORTING  REGULATIONS 

Final  Rule 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Final  rule. 

SUMMARY:  This  notice  promulgates 
the  final  regulations  proposed  on  Jan¬ 
uary  31, 1978,  in  the  Federal  Register 
(43  PR  4073).  This  regulation  requires 
submission  of  health  and  ssdety  stud¬ 
ies  of  the  four  substances  and  six  cate- 
gmies  of  substances  recommended  by 
the  Interagency  Testing  Committee 
for  priority  consideration  for  testing 
under  section  4(a)  of  the  Toxic  Sub¬ 
stances  Control  Act  (TSCA).  (See  42 
PR  55026,  October  12,  1977.)  The  in¬ 
formation  received  will  be  used  to  de¬ 
termine  the  need  for  and  nature  of 
testing  regulations.  The  following 
chemical  substances  and  categories  of 
substances  are  covered:  Alkyl  epox¬ 
ides.  alkyl  phthalates,  chlorinated 
benzenes,  chlorinated  paraffins,  chlor- 
omethane,  cresols,  nitrobenzene,  to¬ 
luene,  and  xylenes.  Initial  submissions 
are  to  be  made  by  manufacturers,  pro¬ 
cessors.  or  distributors  of  one  or  more 
of  these  substances. 

EFFECTIVE  DATE:  August  17, 1978. 

FOR  FURTHER  INFORMATION 
CONTACrr: 

Ralph  Northrop,  Office  of  Toxic 
Substances  (TS-792),  Environmental 
Protection  Agency,  401  M  Street 
SW.,  Washington,  D  C.  20460,  202- 
755-1500. 

SUPPLEMENTARY  INFORMATION: 
TSCA  section  4(e)  established  the 
Interagency  Testing  Ccanmittee  (ITC) 
to  recommend  chemicals  for  priority 
consideration  for  testing  imder  section 
4(a).  On  October  5,  1977,  the  ITC  reo- 
ommended  four  substances  and  six 
categories  of  substances.  The  Adminis¬ 
trator  must  either  initiate  section  4(a) 
rulemaking  in  accordance  with  these 
recommendations  or  publish  his  rea¬ 
sons  for  not  doing  so  within  1  year  of 
their  receipt.  The  purpose  of  this  rtile 
is  to  help  insure  that  EPA  obtains  any 
information  that  is  already  available 
which  could  provide  guidance  as  to  the 
kinds  of  testing  needed  or  which 
would  make  further  testing  unneces¬ 
sary.  In  addition  to  this  information, 
the  Agency  will  be  surveying  the  scien¬ 
tific  literature  and  other  soiurces  of  in¬ 
formation. 


During  the  60-day  comment  period 
following  the  January  31  pn^xisal, 
only  14  comments  were  received:  how¬ 
ever,  over  two  dozen  comments  have 
been  received  since  then.  Some  of 
these  comments  have  resulted  in  the 
changes  to  the  proposal  described 
below.  Additional  responses  to  specific 
comments  are  given  in  the  appendix. 

Definitions 

The  purpose  of  this  regulation  is  to 
acquire  pertinent  information  not 
available  to  the  Agency  so  that  the 
Administrator  can  make  informed  de¬ 
cisions  regarding  the  need  for  testing. 
In  light  of  this,  the  definitions  of 
terms  in  TSCA  should  be  interpreted 
broadly  for  the  purposes  of  this  rule 
to  allow  access  to  as  much  relevant  in¬ 
formation  as  possible. 

Section  8(d)  authorizes  EPA  to  re¬ 
quire  submission  of  studies  of  chemi¬ 
cals  manufactured,  processed  or  dis¬ 
tributed  “for  commercial  purposes.”  In 
the  proposed  regulation  the  definition 
of  manufacture  or  process  “for  com¬ 
mercial  purposes”  specifically  included 
“for  product  research  and  develop¬ 
ment,”  Several  comments  were  re¬ 
ceived  stating  that  research  and  devel¬ 
opment  chemicals  should  not  be  in¬ 
cluded  in  this  definition  because  they 
were  not  included  in  the  inventory  re¬ 
porting  regulations  promulgated 
under  section  8(a)  of  TSCA  (see  40 
CFR  710.2(p),  42  FR  64576).  These 
comments  incorrectly  interpret  the  in¬ 
ventory  reporting  regulations.  Those 
regulations  did  not  exclude  research 
and  development  chemicals  by  defini¬ 
tion  but.  rather,  by  specific  exclusion 
from  the  Inventory  reporting  require¬ 
ments  (see  40  CTR  710.4(cK3)).  This 
exclusion  Is  specifically  directed  by 
section  8(b)  of  TSCA  to  prevent  com¬ 
panies  from  reporting  chemicals  for 
the  inventory  at  the  research  and  de¬ 
velopment  stage  in  order  to  avoid  the 
premarket  notification  under  section  5 
of  TSCA.  This  rationale  clearly  does 
not  apply  to  section  8(d).  Accordingly, 
EPA  finds  it  unnecessary  to  specifical¬ 
ly  include  research  and  development 
chemicals  in  the  “for  commercial  pur¬ 
poses”  definition.  There  is  also  no 
reason  to  specify  “for  use  as  a  cata¬ 
lyst”  since  it  is  included  in  the  phrase 
“for  use  by  the  manufacturer  or  pro¬ 
cessor.”  Therefore,  the  definition  is 
now  consistent  with  that  in  the  inven¬ 
tory  reporting  regulations.  A  note  is 
included  in  these  regulations  to  make 
it  clear  that  research  and  development 
chemicals  are  not  excluded. 

Another  major  concern  was  that  val¬ 
uable  confidential  business  informa¬ 
tion  would  be  revealed  if  studies  at  the 
research  and  development  stage  were 
required  because,  under  section  14(b), 
EPA  is  not  prohibited  from  disclosing 
any  data  except  those  concerning  pro¬ 
cessing  and  percent  composition  of 
mixtures.  However,  this  provision  does 


not  apply  to  chemicals  under  research 
and  development  which  have  not  yet 
been  offered  for  distribution  in  com¬ 
merce. 

The  definition  of  “person”  has  been 
modified  to  delete  the  term  “juridical 
person.”  The  sole  purpose  of  this  term 
in  the  proposal  was  to  eliminate  any 
confusion  as  to  whether  individual  em¬ 
ployees  or  the  company  itself  should 
report  to  EPA.  The  Agency  has  deter¬ 
mined  that  it  is  sufficiently  clear  that 
the  person  who  must  submit  a  list  of 
studies  is  only  the  commercial  entity 
and  not  each  of  its  individual  employ¬ 
ees.  This  does  not  remove  the  legal  lia¬ 
bility  of  those  company  officials  re¬ 
sponsible  for  the  company’s  compli¬ 
ance. 

The  term  “study”  has  been  deleted 
as  unnecessarily  restrictive.  The  defi¬ 
nition  of  “health  and  safety  study”  in 
the  act  will  apply.  As  noted  above,  the 
purpose  of  this  regulation  is  to  obtain 
as  much  information  as  possible: 
therefore,  persons  should  interpret 
the  term  “health  and  safety  study” 
iMnadly.  The  focus  should  be  on  stud¬ 
ies  of  effects  of  a  substance.  Studies  do 
not  include  routine  medical  records, 
unless  the  data  are  collected  and  ana¬ 
lysed  for  the  purpose  of  studying  the 
effects  of  a  substance  on  health  or  the 
environment. 

Who  Most  Report 

TSCA  section  8(d)  authorizes  the 
Administrator  to  require:  (1)  From 
manufacturers,  processors,  and  distrib¬ 
uters  of  a  substance,  lists  of  any 
health  and  safety  studies  regarding 
that  substance;  and  (2)  from  any 
person  in  possession  of  health  and 
safety  studies  on  a  substance,  copies  of 
such  studies,  whether  or  not  they 
manufacture,  process,  or  distribute  the 
substance.  For  the  purposes  of  this 
rule,  the  requirement  for  initial  sub¬ 
mission  of  lists  and  copies  of  studies  is 
limited  to  manufacturers,  processors, 
and  distributors  of  the  ITC-recom- 
mended  chemicals.  The  proposal  has 
been  changed  to  include  persons  who 
have  manufactured,  processed,  or  dis¬ 
tributed  the  designated  chemicals,  or 
who  have  proposed  to  do  so,  since  Jan¬ 
uary  1,  1975,  rather  than  1977,  Persons 
who  ceased  manufacturing,  processing, 
or  distributing  these  substances  prior 
to  1975  are  not  subject  to  the  require¬ 
ment.  This  provision  is  to  ensure  that 
all  chemicals  within  the  categories 
listed  in.  §  730.4  which  may  appear  on 
the  TSCA  section  8(b)  chemical  inven¬ 
tory  will  be  examined  (see  42  FR 
64572).  However,  this  does  not  mean 
that  chemicals  which  would  not 
appear  on  the  inventory  (e.g.,  by 
reason  of  amount  produced)  are  ex¬ 
cluded  from  this  regulation.  All  mem¬ 
bers  of  the  recommended  categories  of 
substances  for  which  studies  have 
been  done  are  subject  to  the  require¬ 
ments. 
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If  a  study  listed  by  a  manufacturer, 
processor,  or  distributor  is  not  in  his 
possession  and  is  not  otherwise  availa¬ 
ble  to  the  Agency,  the  Administrator 
may  require  anyone  in  possession  of 
that  study  to  submit  a  copy  using  the 
procedures  outlined  in  $130.7.  Thus 
universities,  independent  laboratories, 
private  and  public  orgnizations,  and 
individuals  who  have  possession  of 
listed  studies  may  later  be  asked  to 
submit  a  copy  of  a  listed  study  under 
this  regulation. 

•  Types  op  Studies  Subject  to 
Submission 

The  ITC  recommended  testing  for 
specific  effects  of  priority  concern  for 
each  of  the  four  chemicals  and  six  cat¬ 
egories  of  chemicals  listed  in  $730.4. 
These  effects  include  carcinogenicity, 
mutagenicity,  teratogenicity,  other 
chronic  effects,  and  environmental  ef¬ 
fects.  The  ITC  also  recommended  fur¬ 
ther  investigation  of  epidemiology 
studies  for  certain  substances.  The 
Agency  has  decided  not  to  limit  re¬ 
quests  to  studies  of  only  these  effects, 
but  rather  to  acquire  and  act  on  stud¬ 
ies  of  any  toxicity  associated  with 
these  chemicals.  It  is  very  informative 
to  know  the  full  range  of  possible 
toxic  effects  of  a  substance  in  evaluat¬ 
ing  and  predicting  its  biological  activi¬ 
ties.  For  example,  acute  studies  may 
suggest  possible  chronic  effects. 
Therefore,  this  final  regulation  re¬ 
quires  submission  of  health  and  safety 
studies  on  any  toxic  effect  studied  for 
these  substances.  Such  effects  include: 
Carcinogenicity,  mutagenicity,  terato¬ 
genicity,  environmental  effects,  behav¬ 
ioral  disorders,  cumulative  or  synergis¬ 
tic  effects  and  any  other  toxic  effect, 
regardless  of  severity.  Studies  of  ani¬ 
mals  and  humans  are  to  be  included. 
For  example,  epidemiology  studies 
should  not  be  restricted  to  human 
populations,  but  should  also  include 
observations  of  animals  in  their  natu¬ 
ral  habitat.  Environmental  effects  in¬ 
clude  both  chemical  fate  and  persis¬ 
tence,  as  well  as  ecological  effects  on 
plants  and  animals.  Studies  of  the  ef¬ 
fects  of  a  mixture  that  includes  a  sub¬ 
stance  listed  in  section  730.4  must  be 
reported. 

Any  other  information  which  the  re¬ 
spondent  can  provide  to  inform  EPA 
of  the  need  for  and  nature  of  testing 
for  these  substances  should  be  submit¬ 
ted. 

Note.— The  category  “chlorinated  paraf¬ 
fins"  has  been  expanded  to  include  those 
with  chlorine  content  of  35  percent  through 
70  percent  by  weight,  rather  than  65  per¬ 
cent  as  originally  proposed.  The  ITC’s  pub¬ 
lished  dossier  on  this  category  refers  to 
studies  on  a  product  with  70  percent  chlo¬ 
rine  content  and  also  states  that  the  maxi¬ 
mum  attainable  content  is  70  percent.  The 
regulation  has  been  changed  to  include  such 
substances. 


What  Must  be  Reported 

Section  730.5  has  been  revised  from 
the  proposal  in  response  to  comments 
to  reduce  duplicative  and  unnecessary 
reporting.  The  regulation  now  requires 
lists  of  only  those  studies  in  a  person’s 
possession  which  have  been  conducted 
or  initiated  by  or  for  respondents  dr 
by  persons— such  as  universities,  or 
manufacturers  who  ceased  production 
before  1975— who  are  not  subject  to 
the  listing  requirement  under  thLs  reg¬ 
ulation.  Persons  do  not  have  to  list 
studies  conducted  by  other  manufac¬ 
turers,  processors,  or  distributors  who 
will  be  reporting  these  studies  them¬ 
selves.  Nor  do  persons  have  to  list 
studies  on  any  substances  other  than 
those  they  actually  manufactured, 
processed,  or  distributed. 

Manufacturers,  processors,  and  dis¬ 
tributors  must  submit  copies  of  studies 
done  by  or  for  them  or  which  have 
been  done  by  other  persons  not  cov¬ 
ered  by  this  requirement.  These  stud¬ 
ies  are  for  any  of  the  substances  listed 
in  $  730.4,  whether  or  not  the  commer¬ 
cial  entity  was  actually  involved  with 
the  particular  chemical. 

In  short,  the  proposal  has  been 
changed  to  require  listing  of  studies 
for  only  those  ITC-recommended  sub¬ 
stances  manufactured,  processed,  or 
distributed  by  respondents.  The  re¬ 
quirement  for  copies  continues  to  in¬ 
clude  studies  of  any  substance  desig¬ 
nated  in  $  730.4 

Studies  must  be  reported  (listed 
and/or  copies  submitted)  whether  con¬ 
tained  in  the  files  or  referenced  in  let¬ 
ters  or  memoranda  in  the  files.  While 
such  file  searches  may  place  a  burden 
on  the  respondent,  the  Agency  thinks 
they  are  necessary  to  acquire  all  the 
available  data  pertinent  to  deciding 
what  testing  should  be  done.  Signifi¬ 
cant  information  may  exist  in  older 
studies. 

Published  studies  do  not  have  to  be 
listed  if  indexed  by  one  of  the  several 
abstract  services  in  §  730.5.  This  provi¬ 
sion  should  exclude  listing  of  most 
studies  published  in  recognized  scien¬ 
tific  literature.  The  Defense  Documen¬ 
tation  Center  has  been  deleted  as  in¬ 
appropriate  since  it  may  include  cer¬ 
tain  unobtainable  classified  docu¬ 
ments.  Persons  also  do  not  have  to 
submit  copies  of  studies  submitted  to 
any  Federal  Agency,  unless  they  were 
submitted  with  claims  of  confidential¬ 
ity.  Any  study  already  submitted 
under  TSCA  need  not  be  reported. 

The  kinds  of  studies  which  must  be 
listed  include  not  only  studies  for 
which  final  results  have  been  report¬ 
ed,  but  also  .studies  for  which  data  col¬ 
lection  has  been  initiated.  The  latter 
include  ongoing  studies  and  studies 
which,  for  one  reason  or  another,  have 
not  been  completed.  These  studies 
need  only  be  briefly  described  in  the 
listing  to  indicate  the  type  and  extent 
of  information  collected.  Copies  of 


available  data  may  be  requested  at  a 
later  date.  However,  if  there  has  been 
a  preliminary  report  of  findings  which 
the  respondent  thinks  is  signif  icant,  a 
copy  should  be  submitted  with  the  list. 
Preliminary  results  do  not  otherwise 
have  to  be  submitted  with  the  lists. 
Respondents  are  encouraged  to 
append  any  comments  with  regard  to 
the  import  of  the  study  or  any  other 
information  which  could  inform  EPA 
as  to  the  need  for  and  nature  of  test¬ 
ing  for  the  recommended  substances. 
Persons  are  reminded  that  if  they 
obtain  any  preliminary  results  which 
reasonable  support  the  conclusion 
that  a  substance  or  mixture  presents  a 
substantial  risk,  they  must  immediate¬ 
ly  inform  EPA  as  required  by  section 
8(e)  of  TSCA  (See  43  FR  1110). 

Many  commenters  noted  that  often 
studies  can  be  misleading,  and  in 
error,  especially  with  regard  to  pre¬ 
liminary  results.  This  notwithstand¬ 
ing,  the  Agency  requires  submission  of 
studies  regardless  of  age,  quality,  or 
results  so  that  it  may  assess  their  sig¬ 
nificance. 

When  to  Report 

Persons  are  to  submit  lists  of  studies 
and  those  copies  of  studies  specified  in 
$  730.5(aK2)  on  or  before  30  days  from 
the  effective  date  of  the  rule.  The  ef¬ 
fective  date  is  Augaist  17, 1978. 

Copies  of  ongoing  studies  listed  by 
respondents  are  to  be  submitted 
within  30  days  of  completion.  If  a 
study  yields  preliminary  results  which 
the  respondent  thinks  are  significant 
these  should  be  submitted  to  EPA. 

Following  submission  of  lists  and 
copies  of  final  reports  of  studies  the 
Administrator  may  request  submission 
of  underlying  data  in  order  to  assess  a 
significant  study.  This  would  include 
any  preliminary  results  which  had 
been  reported  at  the  time  of  the  re¬ 
quest. 

Persons  do  not  have  to  submit  final 
reports  of  studies  which  are  initiated 
after  either  (1)  rules  under  section 
4(a)  have  been  promulgated  for  the 
substance,  or  (2)  the  Administrator 
has  published  a  Federal  Register 
notice  stating  his  reasons  for  not  initi¬ 
ating  such  rules.  Studies  initiated 
prior  to  this  are  subject  to  this  rule  to 
ensure  that  EPA  is  apprised  of  all  rele¬ 
vant  studies  initiated  by  companies 
during  the  decisionmaking  period  for 
testing  rules.  This  provision  also 
avoids  the  burden  of  continuous  re¬ 
porting,  especially  after  EPA  has  re¬ 
viewed  a  chemical.  After  this  time,  the 
Agency  will  rely  on  other  sources  of 
information  to  become  apprised  of  the 
need  to  reevaluate  a  chemical. 

Confidentiality 

Any  person  submitting  a  health  and 
safety  study,  under  either  §730.5  or 
$730.7,  may  claim  all  or  part  of  the 
study  confidential.  However,  the 
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Agency  is  authorized  by  section  14(b) 
of  TSCA  to  withhold  from  disclosure 
only  limited  “trade  secret”  informa¬ 
tion:  (1)  Processing  information,  and 
(2)  percent  composition  of  mixtures. 
Other  information  contained  in  the 
study,  the  disclosure  of  which  would 
clearly  be  an  unwarranted  invasion  of 
personal  privacy  (such  as  individual 
medical  records),  will  be  considered 
confidential  as  provided  in  title  5, 
United  States  Code,  section  5.'>2(b)(6). 
The  provisions  of  section  14(b)  apply 
only  for  those  substances  W'hich  (1) 
have  been  offered  for  commercial  dis¬ 
tribution,  (2)  are  subject  to  a  TSCA 
section  4  testing  rule,  or  (3)  are  sub¬ 
ject  to  premanufacture  notification. 

Any  claims  of  confidentiality  must 
be  made  at  the  time  of  submission,  as 
provided  in  40  CFR  2.203(a)(2)  and  in 
the  manner  specified  in  §  730.7  of  this 
regulation.  To  insure  proper  handling 
of  confidential  material,  submissions 
must  be  addressed  to  the  Document 
Control  Officer  of  the  Office  of  Toxic 
Substances. 

A  Model  Rule 

This  rule  will  serve  as  the  model  for 
obtaining  health  and  safety  studies  on 
substances  under  consideration  for 
testing  under  section  4(a)  of  TSCA, 
whether  recommended  by  the  ITC  or 
some  other  source.  Procedures  for  rou¬ 
tine  rulemaking  are  being  developed 
by  the  Agency.  Modifications  in  the 
regulation  will  be  made  as  experience 
indicates  is  necessary.  It  is  expected 
that  the  major  change  in  each  request 
for  studies  will  be  made  in  §730.4 
w'hich  designates  the  chemical  sub¬ 
stances  for  which  testing  is  being  con¬ 
sidered.  A  more  complete  description 
of  the  procedures  for  using  this  model 
rule  will  appear  with  the  next  request 
for  studies. 

Note.— EPA  has  determined  that  this  doc¬ 
ument  does  not  contain  a  major  proposal  re¬ 
quiring  preparation  of  an  economic  impact 
analysis  statement  under  Executive  Order 
No.  12044  and  OMB  Circular  No.  A-107. 

40  CFR  Part  730  is  added  as  follows: 
Dated:  July  7,  1978. 

Douglas  M.  Costle, 

Administrator. 

Sec. 

730.1  Definitions. 

730.2  Scope  and  compliance. 

730.3  Persons  who  must  report. 

730.4  Substances  to  which  this  part  ap¬ 
plies. 

730.5  Listing  and  submission  requirements. 

730.6  Schedule  for  submission  of  studies. 

730.7  Persons  in  possession  of  listed  stud¬ 
ies. 

730.8  Confidentiality  claims. 

Authority:  Subsection  8(d).  Toxic  Sub¬ 
stances  Control  Act  (90  Stat.  2003,  15  U.S.C. 
2601  et  seq.). 

§  730.1  Definitions 

All  the  definitions  as  set  forth  in  the 
Toxic  Substances  Control  Act  (TSCA) 

FEDERAL 


section  3  apply  for  this  part.  In  addi¬ 
tion,  the  following  definitions  are  pro¬ 
vided  for  the  purposes  of  this  part: 

(a)  “Manufacture  or  process”  means 
to  manufacture  or  process  “for  com¬ 
mercial  purposes.”  which  includes  (1) 
for  distiibution  in  commerce,  includ¬ 
ing  for  test  marketing  purposes;  or  (2) 
for  use  by  the  manufacturer  or  proces¬ 
sor,  including  for  use  as  an  intermedi¬ 
ate. 


Note.— This  definition  includes  chemical 
substances  or  mixtures  manufactured  or 
pr(x:essed  for  product  research  or  develop¬ 
ment. 

(b)  “Person”  includes  any  natural 
person,  firm,  company,  corporation, 
joint-venture,  partnership,  sole  propri¬ 
etorship.  association,  or  any  other 
business  entity,  any  State  or  political 
subdivision  thereof,  any  municipality, 
any  interstate  body,  and  any  depart¬ 
ment,  agency,  or  instrumentality  of 
the  Federal  Government. 

(c)  “Substance”  means  a  chemical 
substance  or  mixture  as  defined  in 
TSCA. 

§  730.2  Scope  and  compliance. 

(a)  This  part  implements  subsection 
8(d)  of  the  TSCA  to  obtain  health  and 
safety  studies  associated  with  the  sub¬ 
stances  and  categories  of  substances 
selected  for  priority  consideration  for 
testing  rules  under  subsection  4(a). 

(b)  Subsection  15(3)  of  TSCA  makes 
it  unlawful  for  any  person  to  fail  or 
refuse  timely  to  submit  information 
required  imder  this  part.  Section  16 
provides  that  a  violation  of  section  15 
renders  a  person  liable  to  the  United 
States  for  a  civil  penalty  and  possible 
criminal  prosecution.  Under  section 
17,  the  Government  may  seek  judicial 
relief  to  compel  submittal  of  subsec¬ 
tion  8(d)  information  and  to  otherwise 
restrain  any  violation  of  this  part. 

§  730.3  Persons  who  must  report. 

(a)  Persons  subject  to  §  730.5  are  all 
persons  who  have  manufactured,  pro¬ 
cessed,  or  distributed  in  conunerce,  or 
have  proposed  to  manufacture,  proc¬ 
ess,  or  distribute  in  commerce  since 
January  1,  1975,  one  or  more  of  the 
substances  or  categories  of  substances 
listed  in  §  730.4;  this  includes  persons 
who  manufacture,  process,  or  distrib¬ 
ute  these  substances  on  a  seasonal  or 
batch  basis,  as  well  as  those  who  hold 
themselves  out  as  being  manufactur¬ 
ers,  processors,  or  distributors. 

(b)  All  persons,  as  defined  in 
§  730.1(b),  are  subject  to  the  require¬ 
ments  of  §  730.7. 

§  730.4  Substances  to  which  this  part  ap¬ 
plies. 

This  part  applies  tb  all  health  and 
safety  studies  of  the  substances  listed 
below,  including  studies  of  carcinogen¬ 
icity;  mutagenicity;  teratogenicity;  be¬ 
havioral  disorders;  cumulative  or  syn- 
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ergistic  effects;  environmental  effects; 
acute,  subacute,  and  chronic  effects: 

(a)  Alkyl  epoxides— including  all 
noncyclic  aliphatic  hydrocarbons  with 
one  or  more  epoxy  functional  groups; 

(b)  Alkyl  phthalates— all  alkyl  esters 
of  1.2-benzene  dicarboxylic  acid  (orth- 
ophthalic  acid); 

(c)  Chlorinated  benzenes— monoch¬ 
lorobenzene  (CAS  No.  108-90-7), 
ortho-,  meta-,  and  para-dichloroben¬ 
zene  (CAS  Nos.  95-5()-l,  541-73-1,  and 
106-46-7); 

(d)  Chlorinated  paraffins— chlorinat¬ 
ed  paraffin  oils  and  chlorinated  paraf¬ 
fin  waxes,  including  those  with  chlo¬ 
rine  content  of  35  percent  through  70 
percent  by  weight; 

(e)  Chloromethane— (CAS  No.  74-87- 
3); 

(f)  Cresols— ortho-,  meta-,  and  para- 
cresol  (CAS  Nos.  95-48-7.  108^39-4, 
and  106-44-5); 

(g)  Hexachloro-l,3,-butadiene— (CAS 
No.  87-68-3); 

(h)  Nitrobenzene— (CAS  No.  98-95- 
3); 

(i)  Toluene— (CAS  No.  108-88-3);  and 

(j)  Xylenes— ortho-,  meta-,  and  para- 
xylene  (CAS  Nos,  95-47-6,  108-38-3, 
and  106-42-3). 

§  730.5  Listing  and  submission  require¬ 
ments. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  persons  subject  to 
this  section  shall  forward  to  the  ad¬ 
dress  in  paragraph  Cf )  of  this  section; 

(1)  Lists  of  health  and  safety  studies 
in  the  possession  of  such  persons  relat¬ 
ing  to  each  of  the  substances  set  forth 
in  §  730.4  which  they  manufacture, 
process,  or  distribute,  whether  or  not 
hnal  results  or  conclusions  have  been 
reported, 

(1)  That  are  or  were  conducted  or  ini¬ 
tiated  by  or  for  them,  or 

(ii)  That  are  contained  or  referenced 
in  letters  or  memoranda  in  their  files, 
where  such  studies  were  conducted  or 
initiated  by  a  jjerson  who  is  not  sub¬ 
ject  to  reporting  under  this  section, 
and 

(2)  Copies  of  any  final  reports  of 
completed  health  and  safety  studies  in 
the  possession  of  such  persons  for 
each  of  the  substances  list^  in  §  730.4 
whether  or  not  manufactured,  pro¬ 
cessed,  or  distributed  by  such  persons,- 

(i)  That  were  conducted  or  initiated 
by  or  for  them,  or 

(ii)  That  were  conducted  or  initiated 
by  a  person  who  is  not  subject  to  re¬ 
porting  under  this  section.  Underlying 
raw  data  do  not  have  to  be  submitted, 
unless  requested  by  the  Administrator 
or  his  designee. 

(b)  Persons  subject  to  this  part  may. 
but  are  not  required  to,  submit: 

(1)  Copies  of  studies  which  have 
been— 

(i)  Published  in  the  scientific  litera¬ 
ture,  or 

(ii)  Submitted  to  any  Federal  agency 
with  no  claims  of  confidentiality;  or  ■ 
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(2)  Lists  or  copies  of  any  studies 
which,  on  the  effective  date  of  this 
part,  appear  in  the  following: 

(i)  Agricola. 

(ii)  Biological  Abstracts, 

(iii)  Chemical  Abstracts, 

(iv)  Commonwealth  Agricultural 
Bureau  Abstracts, 

(V)  Dissertation  Abstracts, 

(Vi)  Environmental  Periodicals  Bib¬ 
liography, 

(vii)  Index  Medicus, 

(viii)  National  Technical  Informa¬ 
tion  Service,  or 
(ix)  Pollution  Abstracts;  or 

(3)  Lists  or  copies  of  any  study  previ¬ 
ously  submitted  to  EPA  under  the 
TSCA. 

(c)  The  lists  of  health  and  safety 
studies  are  to  be  grouped  by  chemical 
and  alphabetized  by  the  last  name  of 
the  senior  author  and  shall  include: 

(1)  The  title  of  each  study, 

(2)  The  literature  citation  (including 
the  following  sequence  of  information, 
as  appropriate:  Author,  title,  unabbre¬ 
viated  name  of  the  periodical,  date  of 
publication,  volume  niunber,  pages  oc¬ 
cupied  by  the  article,  series,  edition, 
city  of  publication,  and  publisher’s 
name)  for  published  studies, 

(3)  The  title,  date,  agency  name,  and 
any  other  appropriate  identification 
for  studies  submitted  to  any  Federal 
agency, 

(4)  The  title,  source,  and  identity  of 
any  person  known  to  have  possession 
of  unpublished  studies  that  are  refer¬ 
enced  but  not  contained  in  the  files  of 
the  person  submitting  the  list,  and 

(5)  A  description  of  any  ongoing  or 
completed  study  for  which  no  final  re¬ 
sults  have  been  reported,  including  the 
purpose  of  the  study,  type  of  data  col¬ 
lected,  progress,  and  anticipated  date 
of  completion. 

(d)  The  list  must  also  contain  the 
name,  job  title,  address,  and  telephone 
number  of  the  submitting  official,  and 
the  name  and  address  of  the  manufac¬ 
turing,  processing,  or  distributing  es¬ 
tablishment  with  which  he  is  associat¬ 
ed. 

(e)  Persons  who  submit  or  list  incom¬ 

plete  studies  may  be  required  to 
submit  all  or  part  of  any  underlying 
data.  ^ 

(1)  Requests  will  be  made  by  certi¬ 
fied  mail  by  the  Administrator  or  his 
designee,  specifying  what  data  must  be 
submitted. 

(2)  Submissions  must  be  postmarked 
within  2  weeks  of  receipt  of  the  re¬ 
quest. 

(f)  Lists  and  copies  of  health  and 
safety  studies  should  be  submitted  by 
certified  mail  to:  Document  Control 
Officer,  Chemical  Information  Divi¬ 
sion,  Office  of  Toxic  Substances  (TS- 
793),  401  M  Street  SW..  Washington. 
D.C.  20460,  Attention:  8(d)  submission. 

§  730.6  Schedule  for  submission  of  studies. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section,  submissions  under 


9  730.5  shall  be  postmarked  on  or 
before  30  days  after  the  effective  date 
of  this  part. 

(b)  Copies  of  final  reports  of  studies 
subject  to  §  730.S(aK2)  must  be  submit¬ 
ted  to  EPA  within  30  days  of  their 
availability  if  initiated  prior  to  the 
date  that  either  (1)  rules  imder  section 
4(a)  of  TSCA  have  been  promulgated 
for  the  substance,  or  (2)  the  Adminis¬ 
trator  has  published  in  the  Federal 
Register  his  reason  for  not  initiating 
section  4(a)  rulemaking  for  that  sub¬ 
stance.  Copies  of  reports  of  prelimi¬ 
nary  results  which  the  respondent 
thinks  are  significant  should  also  be 
submitted  to  EPA. 

§  730.7  Persons  in  possession  of  listed 
studies. 

(a)  Any  person  who  possesses  a 
study  that  is  listed  by,  but  not  in  the 
possession  of,  a  person  submitting  a 
list  according  to  the  requirements  of 
§730.5  must,  if  requested  by  the  Ad¬ 
ministrator  or  his  designee,  submit  a 
copy  to  EPA. 

(b)  In  requiring  any  person  to 
submit  a  copy  of  a  study  under  para¬ 
graph  (a)  of  this  section,  EPA  shall 
notify  the  person  in  writing  of  the  re¬ 
quirement. 

(1)  Such  written  notification  shall 
include: 

(1)  A  copy  of  this  part; 

(ii)  A  description  of  the  requested 
study; 

(iii)  The  name,  address,  and  tele¬ 
phone  number  of  the  person  to  whom 
the  study  is  to  be  submitted;  and 

(iv)  The  date  by  which  the  study 
must  be  submitted,  which  date  shall 
be  no  sooner  than  30  days  after  the 
person’s  receipt  of  the  notification. 

(2)  The  written  notification  shall  be 
mailed  by  certified  mail. 

§  736.8  C^onfidentiality  claims. 

(a)  Any  person  submitting  a  health 
and  safety  study  under  this  part  may 
assert  a  business  confidentiality  claim 
covering  all  or  part  of  the  health  and 
safety  studies.  Any  information  cov¬ 
ered  by  a  claim  will  be  disclosed  by 
EPA  only  to  the  extent  and  by  means 
of  the  procedures  set  forth  in  part  2  of 
this  title. 

(b)  If  no  claim  accompanies  the 
health  and  safety  studies  at  the  time 
they  are  submitted  to  EPA.  the  studies 
will  be  placed  in  an  open  file  available 
to  the  public  without  further  notice  to 
the  respondent. 

(c) (1)  Subsection  14(b)  of  the  Toxic 
Substances  Control  Act  states  that 
EPA  may  not  withhold  from  disclo¬ 
sure,  on  the  grounds  that  they  are 
confidential  business  information, 
health,  and  safety  studies  of  any  sub¬ 
stance  that  has  been  offered  for  com¬ 
mercial  distribution  or  for  which  test¬ 
ing  is  required  under  'TSCA  section  4 
or  for  which  notice  is  required  under 
TSCA  section  5,  except  to  the  extent 


that  disclosing  of  data  from  such  stud¬ 
ies  would  disclose; 

(i)  Processes  used  in  the  manufactur¬ 
ing  or  processing  of  a  chemical  sub¬ 
stance  or  mixture,  or 

(ii)  The  portion  of  a  mixture  com¬ 
prised  by  any  of  the  chemical  sub¬ 
stances  in  the  mixture. 

(d)  To  assert  a  claim  of  confidential¬ 
ity  for  data  contained  in  a  health  and 
safety  study,  the  respondent  must 
submit  two  copies  of  the  study. 

(1)  One  copy  of  the  study  must  be 
complete.  In  that  copy  the  respondent 
must  indicate  what  data,  if  any,  are 
claimed  as  confidential  by  marking  the 
specific  information  on  each  page  with 
a  label  such  as  “confidential,”  “propri¬ 
etary,”  or  “trade  secret.” 

(2)  If  some  data  in  the  health  and 
safety  study  are  claimed  as  confiden¬ 
tial,  the  respondent  must  submit  a 
second  copy.  The  second  copy  must  be 
complete  except  that  all  information 
claimed  as  confidential  in  the  first 
copy  must  be  deleted. 

(3)  The  first  copy  of  the  health  and 
safety  study  will  be  for  internal  use  by 
EPA.  The  second  copy  will  be  placed 
in  an  open  file  to  be  available  to  the 
public. 

(4)  Failure  to  furnish  a  second  copy 
of  the  health  and  safety  study  when 
information  is  claimed  as  confidential 
in  the  first  copy  will  be  considered  a 
waiver  of  the  claim  of  confidentiality, 
and  EPA  will  place  the  first  copy  in 
the  public  file  without  further  notice 
to  the  respondent. 

Appbndix 

*1116  following  are  replies  to  wnnment 
areas  not  addressed  in  the  Supplementary 
Information. 

Comment  1:  The  definition  of  person 
should  be  exact  and  should  not  use  the  term 
“includes”. 

Response:  The  definition  tries  to  give  a 
complete  list  of  examples  of  persons,  but 
may  not  be  exhaustive  with  regard  to  the 
types  of  commercial  entities  that  exist.  The 
intent  is  that  all  such  persons  be  included. 

Comment  2:  The  term  “distributor” 
should  be  clearly  defined  and  should  ex¬ 
clude  persons  who  warehouse  or  distribute 
prepackaged  products  directly  to  consumers. 

Response:  TSCA  defines  “distribute  in 
commerce”  most  comprehensively.  The 
Agency  does  not  wish  to  exclude  any  distrib¬ 
utor  who  might  possess  studies.  However,  in 
subsequent  development  of  the  model  sec¬ 
tion  8(d)  rule,  coverage  of  distributors  may 
be  reconsider^ 

Comment  3:  Exempt  small  businesses 
from  the  regulation. 

Response:  Much  of  the  burden  to  small 
businesses  should  be  relieved  by  the  change 
in  S  730.5  which  avoids  duplicative  reporting 
of  studies  conducted  by  manufacturers,  pro¬ 
cessors,  and  distributors.  In  the  subsequent 
development  of  the  model  section  8(d)  rule 
the  Agency  will  consider  means  to  minimize 
the  burden  on  small  businesses. 

Comment  4:  Persons  who  have  manufac¬ 
tured,  prcKessed,  or  distributed  the  sub¬ 
stances  at  any  time  should  be  subject  to  the 
requirement. 

Response:  The  Agency  has  authority  to 
obtain  a  copy  of  a  study  frcnn  any  person 
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who  possesses  it.  However,  since  the  Agency 
needs  to  acquire  the  studies  subject  to  this 
particular  rule  in  an  expeditious  nuumer, 
the  Agency  is  only  requiring  persons  who 
have  manufactured,  processed,  or  distribut¬ 
ed  since  January  1, 1975,  to  report. 

Comment  5:  The  requirement  to  search 
files  for  referenced  studies  will  require  sig¬ 
nificant  man-hours  for  companies  with  ex¬ 
tensive  files.  The  proposed  rule  requires  an 
Economic  Impact  Analysis  Statement. 

Response:  The  Agency  has  determined 
that  these  file  searches  are  necessary  and 
do  not  represent  an  unreasonable  or  major 
burden.  Based  on  discussions  with  industry 
representatives  at  a  meeting  held  October 
31.  1977,  it  was  estimated  that  very  few  un¬ 
published  studies  have  been  conducted  by 
companies.  It  is  therefore  unlikely  that  ex¬ 
cessive  work  will  be  necessary  to  meet  the 
final  regulation's  requirements. 

Comment  6:  Only  studies  persons  are  cur¬ 
rently  aware  of,  as  used  in  the  section  8(e) 
statement  of  interpretation,  should  be  sub¬ 
ject  to  section  8(d)  requirements. 

Response:  Section  8(d)  does  not  i^ply  to 
studies  a  person  “obtains”  as  in  section  8(e), 
but  rather  applies  to  studies  known  to  or 
reasonably  ascertainable  by  a  person.  Fur¬ 
ther.  copies  may  be  obtained  from  any 
person  in  “possession”  of  a  study. 

Comment  7:  Require  submission  of  only 
lists,  with  subsequent  requests  for  copies  of 
studies,  if  necessary. 

Response-  This  suggestion  was  rejected  be¬ 
cause  insufficient  information  is  contained 
in  the  title  of  a  study.  However,  to  reduce 
the  burden  of  copjing  extensive  amounts  of 
material,  the  regulation  does  not  require  ini¬ 
tial  submission  of  all  underlying  raw  data.  It 
also  does  not  require  submission  of  copies  of 
studies  ccmducted  by  other  persons  subject 
to  the  rule. 

Comment  8:  Failure  to  make  a  claim  of 
confidentiality  at  the  time  of  submission 
should  not  result  in  automatic  disclosure. 
This  provision  is  unduly  harsh  and  does  not 
allow  for  simple  clerical  error. 


Response:  EPA  has  established  this  proce¬ 
dure  in  40  CFR  2.203.  This  procedure  re¬ 
ceived  full  public  comment  when  the  Free¬ 
dom  of  Information  Act  regulations  for  han¬ 
dling  confidential  business  information  were 
published  September  1,  1976  (41  FR  36902). 
The  Agency  does  not  think  it  necessary  to 
provide  special  provisions  for  this  rule.  This 
approach  ocmforms  to  the  requirements  of 
section  14(cKl)  of  TSCA. 

Comment  8:  CAS  numbers  should  be  given 
for  the  categories  of  substances. 

Response:  Chlorinated  paraffins  are  mix¬ 
tures  and  thus  do  not  have  CAS  numbers. 
Once  the  inventory  of  chemicals  has  been 
compiled,  it  will  be  more  practical  for  the 
Agency  to  provide  a  list  of  CAS  numbers  for 
categories  of  chemicals  such  as  alkyl  epox¬ 
ides  and  alkyl  phthalates.  (Nevertheless,  not 
ail  chemicals  will  appear  on  the  inventory 
which  will  be  of  interest  imder  section  4(a): 
therefore,  this  list  will  not  be  exhaustive.) 
Until  that  time,  respondents  are  responsible 
for  identifying  which  of  their  chemicals  fall 
within  these  categories. 

Comments  10  and  11:  Exclude/include  all 
studies  submitted  to  Federal  agencies. 

Response:  The  Agency  chose  to  exclude 
only  those  studies  submitted  to  agencies 
without  claims  of  confidentiality  because  of 
the  difficulty  of  obtaining  such  information 
at  this  time.  This  is  because  (1)  agreements 
are  still  being  negotiated  on  the  exchange 
of  information  between  agencies;  and  (2) 
provisions  for  disclosing  confidential  infor¬ 
mation  differ  according  to  statute. 

Comment  12:  Reimbursement  for  tests  dis¬ 
closed  by  this  regulation  should  be  given  as 
provided  for  in  section  4. 

Response:  Reimbursement  applies  only  in 
special  circumstances  specified  in  sections 
4(c)  and  S(h).  These  provisions  further 
apply  only  in  cases  where  data  submission  is 
required  by  nile  under  sections  4  or  5.  not 
under  section  8. 

Comment  13:  Federal  agencies  should  not 
be  included  in  the  definition  of  “person.” 


Response:  Section  26(a)  autbortzes  each 
Federal  department  and  agency  to  famish 
information  as  deemed  necessary  by  the 
E3*A  Administrator.  Furthermore,  section 
2(KaKl)  indicates  that  for  purposes  of  TSCA 
Federal  agencies  are  “persons.”  The  Agency, 
therefore,  has  full  authority  to  apply  rules 
su^  as  this  to  other  agencies.  Compliance 
arith  any  provision  of  the  act  may  be  waived 
by  the  President  if  it  is  in  the  interest  of  na¬ 
tional  defense,  as  provided  by  section  22  of 
TSCA. 

Comment  14:  Provide  a  definition  for  “un¬ 
published  studies.” 

Response:  The  Agency  thinks  it  is  suffi¬ 
ciently  clear  that  unpublished  studies  are 
those  for  which  a  literature  citation  as  re¬ 
quired  by  9  730.5(2)  cannot  be  given. 

Comment  IS:  Other  items  of  information 
besides  processing  and  percent  composition 
data  should  be  held  confidential,  such  as 
the  company  name  and  market  data. 

Response:  Section  730.7  states  that  any  in¬ 
formation  may  be  claimed  confidential  by 
respondents.  Upon  request  for  release  of  a 
study  the  Agency  will  make  a  determina¬ 
tion.  according  to  the  procedures  in  40  CFR 
Part  2,  as  to  the  validity  of  such  claims.  A 
final  policy  toward  release  of  such  informa¬ 
tion  (e.g.,  the  link  between  a  company  and 
the  chemical  studies)  has  not  yet  been  es¬ 
tablished. 

Comment  16:  Studies  which  are  "known 
to”  company  officials,  but  not  in  writing  In 
the  files,  could  be  significant  and  should  be 
required  to  be  submitted  or  listed. 

Response:  After  extensive  consideration  of 
possible  alternatives,  the  Agency  chose  to 
apply  this  rule  to  studies  in  company  files  as 
the  most  reasonable  way  for  both  the 
Agency  and  industry  to  sxirvey  available  in¬ 
formation.  The  Agency  welcomes  sugges¬ 
tions  for  reasonable  means  to  expand  the 
requirement  for  obtaining  notice  of  studies 
not  contained  in  company  files. 

(FR  Doc.  78-19678  Filed  7-17-78;  8:45  ami 
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